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This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 



sheets, including this cover sheet. 



I | This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
' — ' amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



sheets. 
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Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



I 


12SJ 


II 


□ 


III 


□ 


IV 




V 




VI 


(2) 


VII 


□ 


VIII 


□ 



Date of submission of the demand 

03 October 2000 (03.10.00) 


Date of completion of this report 

16 May 2001 (16.05.2001) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer 
Telephone No. 



Form PCT/IPEA/409 (cover sheet) (July 1998) 



International application No. 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT I PCT/JP00/01 291 



I. Basis of the report 



1. With regard to the elements of the international application:* 
tyQ the international application as originally filed 

| | the description: 

pages , as originally filed 

pages . filed with the demand 

pages . filed with the letter of 



| | the claims: 

pages . as originally filed 

pages , as amended (together with any statement under Article 19 

pages , filed with the demand 



pages filed with the letter of 



| [ the drawings: 

pages , as originally filed 

pages , filed with the demand 

Pages filed with the letter of 



| | the sequence listing part of the description: 

pages - ? as originally filed 

pages . filed with the demand 

pages filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

[ | the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
1 | the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 

or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

I 1 contained in the international application in written form. 

I I filed together with the international application in computer readable form. 

I I furnished subsequently to this Authority in written form. 

□ 

furnished subsequently to this Authority in computer readable form. 

I I The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

I | The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

4. | | The amendments have resulted in the cancellation of: 

the description, paaes 

the claims. Nos. 



I I the drawings, sheets/fig . 



5 I I re P on nas Deen established as if (some of) the amendments had not been made, since they have been considered to go 

' — ' beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70. 17). 

** Any replacement sheet containing such amendments must be referred to under item J and annexed to this report. 
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IV. Lack of unity of invention 



1 . In response to the invitation to restrict or pay additional fees the applicant has: 
1 I restricted the claims. 

I 1 paid additional fees. 

1 1 paid additional fees under protest. 

1 I neither restricted nor paid additional fees. 

O This Authority found that the requirement of unity of invention is not complied with and chose, according to Rule 68.1, 

2. Ixxl not to invite the applicant to restrict or pay additional fees. 



3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 
I 1 complied with. 

not complied with for the following reasons: 

The invention set forth in Claim 5 concerns a mineral absorbent, and this examination finds that it does 
not produce a pharmacological effect by the same mechanism as the agent for the prevention of colon 
cancer in the inventions set forth in Claims 1-4. 

Therefore, the invention set forth in Claim 5 and the inventions set forth in Claims 1-4 do not constitute a 
group of inventions so linked as to form a single general inventive concept. 



4. Consequently, the following parts of the international application were the subject of international preliminary examination 
in establishing this report: 

1X1 all parts. 

□ 

the parts relating to claims Nos. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability;*. 



citations and explanations supporting such statement 

1 . Statement 

Novelty (N) Claims 2,4,6,7 YES 

Claims 1^5 NO 

Inventive step (IS) Claims YES 

Claims 1-7 NO 

Industrial applicability (IA) Claims 1-7 YES 

Claims NO 



2. Citations and explanations 

Document 1: JP 5 1-256351, A (Terumo Corp.) 12 October 1989(12.10.89) 
Document 2: JP, 2-177864, A (Terumo Corp.) 10 July 1990 (10.07.90) 

Document 3: Kayashita, Jun, et al., "Buckwheat protein extract suppression of the growth depression in 
rats induced by feeding amaranth (Food Red No. 2)," Bioscience Biotechnology and Biochemistry, Vol. 
60, No. 9, 1966, pp. 1530-1531 

Document 4: Kayashita, Jun, et al. 5 "Feeding of buckwheat protein extract reduces hepatic triglyceride 
concentration, adipose tissue weight, and hepatic lipogenesis in rat," Journal of Nutritional Biochemistry, 
Vol. 7, 1996, pp. 555-559 

Document 5: S. Kiriyama et al., "Shin Eiyou Kagaku," Asakura Shoten, K.K., 1 March 1998 (01.03.98) 
pp. 95-106 

With respect to invention relating to the functional oral preparation, this examination finds that the phrase 
"useful as a mineral absorbent," merely states a latent effect of the functional oral preparation and does 
not specify the use of the composition. Therefore, in the judgments set forth below, the inventions set 
forth in Claims 5-7 were considered to be inventions of a functional oral composition of unspecified use. 

Claims 1, 3, 5 

Document 1 describes a food for the prevention of hangovers that contains sericin (Claim 7). 
Therefore, the inventions set forth in Claims 1 and 3 do not appear to be novel. 

As stated above, the phrase "useful as a mineral absorbent" in Claim 5 does not specify the use of the 
composition, and therefore the invention set forth in Claim 5 does not appear to be novel as a functional 
oral preparation of unspecified use. 

Claims 5-7 

The addition of minerals to health supplements is a matter that is conventionally carried out by persons 
skilled in the art in this field, and therefore adding minerals to the food for the prevention of hangovers 
described in document 1 is obvious to persons skilled in the art. 

Furthermore, it is well known by persons skilled in the art that sericin is extracted from silkworm 
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r » *■ ^international application No. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 

Continuation of Box V (Citations and explanations): 

cocoons or silk thread, and it is obvious to persons skilled in the art to specify the origin of sericin as 
natural sericin. 

Therefore, the inventions set forth in Claims 6 and 7 do not appear to involve an inventive step. 

In addition, as stated above, the phrase "useful as a mineral absorbent" in Claim 5 does not specify the 
use of the composition, and therefore the inventions set forth in Claims 5-7 do not appear to involve an 
inventive step as a functional oral preparation of unspecified use. 

Claims 1-7 

Document 2 states that silk proteins such as sericin are not used as foods or sources of protein because 
they are not receptive to the actions of digestive enzymes (page 1, left column, lines 8-14). 

Document 3 states that buckwheat protein derived substances that are difficult to digest are useful in 
improving constipation, and they demonstrate an edible fiber-like effect. 

Document 4, states that buckwheat protein derived substances that are difficult to digest demonstrate the 
effect of reducing the concentration of triglycerides in the liver, adipose tissue weight, and hepatic 
lipogenesis. 

In addition, document 5 states that edible fiber improves constipation and suppresses the incidence of 
colon cancer (page 99, lines 21-31). 

Generally speaking, edible fiber is defined as "food constituents that cannot be digested by human 
digestive enzymes" and this is a widely recognized definition by persons skilled in the art. Just as in the 
case of buckwheat protein derived substances that demonstrate the edible fiber-like effect described in 
documents 3 and 4, it is obvious to persons skilled in the art to add sericin, which is administered orally 
to humans as a food supplement and, as described in documents 1 and 2, is a protein that is difficult to 
digest, to functional oral preparations with the goal of improving constipation, which is the general action 
of edible fiber as described in document 5, preventing colon cancer, and reducing the production of fatty 
acids as described in document 4. 

Therefore, the inventions set forth in Claims 1-4, 6 and 7 do not appear to be novel. 

In addition, as stated above, the phrase "useful as mineral absorbents" in Claim 5 does not specify the use 
of the composition, and therefore the inventions set forth in Claims 5-7 do not appear to involve an 
inventive step as functional oral preparations of unspecified use. 

If the inventions in this application were defined as inventions in which the use is specified as "an agent 
to promote mineral absorption," none of the documents cited in the international search report would 
describe or suggest these inventions, and therefore they would appear to be novel and would appear to 
involve an inventive step. 
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VI. Certain documents cited 



1. Certain published documents (Rule 70.10) 



Application No. 
Patent No. 



JP, 2000-184868, A 
[E,X] 



Publication date 
(day/m onth/year) 



Filing date 
(day/month/year) 



Priority date (valid claim) 
(day/month/year) 



04 July 2000 (04.07.2000) 2 1 December 1 998 (2 1.1 2. 1 998) 



2. Non-written disclosures (Rule 70.9) 

Date of written disclosure 

Kind of non-written disclosure Date of non-written disclosure referring to non-written disclosure 

(day/month/year) (day/month/year) 
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INTERNATIONAL SEARCH REPORT 



International application No. 
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A. CLASSIFICATION OF SUBJECT MATTER 
Int. CI 7 A61K38/17 



According to International Patent Classification (IPC) or to both national classification and IPC 
B. FIELDS SEARCHED 

Minimum documentation searched (classification system followed by classification symbols) 
Int .Cl 7 A61K38/00-3 8/58 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 
Jitsuyo Shinan Koho 1922-1996 Toroku Jitsuyo Shinan Koho 1994-2000 

Kbkai Jitsuyo Shinan Koho 1971-2000 Jitsuyo Shinan Toroku Koho 1996-2000 

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
CA(STN) EMBASE(ATN) 
MEDLINE (STN) 
BIOSIS(STN) 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 


Citation of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


PX 


Sadahiro SASAKI, "Dimethylhidrazine Yuhatsu Mouse 

Daichou Gan Hasshou ni Oyobosu Kinu Tanpaku shitsu Sericin 

no Eikyou" , Journal of Japan Society for Bioscience, 

Biotechnology and Agrochemistry ( JSBA) , 

5 March, 1999(05.03.99), Vol.73, Extra issue, 

pl40,2p240D 


1-4,6-7 


X 


JP, 1-256351, A (TERUMO CORORATION) , 

12 October, 1989 (12.10.89), 

Full text; Esp. claim 7 (Family: none) 


1,3,6-7 


Y 


JP, 2-177864, A (TERUMO CORORATION), 
10 July, 1990 (10.07.90), 

Full text; Esp. page 1, right column, lines 8-14 
(Family: none) 


1-4,6-7 


Y 


KANASHITA, Jun.,et al , 'Buckwheat protein extract 
suppression of the growth depression in rats induced by 
feeding amaranth ( Food Red No. 2)', Bioscience, 
Biotechnology, and Biochemistry, 1996, Vol.60, No. 9, 
ppl530-1531, Full text, Esp. page 1530, left column, lines 
16-19 


1-4,6-7 



Further documents are listed in the continuation of Box C. Q See patent family annex. 



r 



Special categories of cited documents: T 
document defining the general state of the art which is not 
considered to be of particular relevance 

earlier document but published on or after the international filing "X" 
date 

document which may throw doubts on priority claim(s) or which is 

cited to establish the publication date of another citation or other "Y" 

special reason (as specified) 

document referring to an oral disclosure, use, exhibition or other 
means 

document published prior to the international filing date but later 



later document published after the international filing date or 
priority date and not in conflict with the application but cited to 
understand the principle or theory underlying the invention 
document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive 
step when the document is taken alone 

document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such 
combination being obvious to a person skilled in the art 
document member of the same patent family 



Date of the actual completion of the international search 
15 May, 2000 (15.05.00) 


Date of mailing of the international search report 
30.05.00 


Name and mailing address of the ISA/ 

Japanese Patent Office 

Facsimile No. 


Authorized officer 
Telephone No. 
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Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 



This international search report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 
I, Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 



2. Claims Nos.: 

because they relate to parts of the international application that do not comply with the prescribed requirements to such an 
extent that no meaningful international search can be carried out, specifically: 



3. Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 



Box II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows: 

Invention as set forth in claim 5 pertains to mineral absorbents the 
pharmacological effect of which cannot be considered as being achieved based on the 
mechanism common to the preventives for colon cancer of inventions as set forth in 
claims 1 to 4 . 



1 . Q As all required additional search fees were timely paid by the applicant, this international search report covers all searchable 

claims. 

2. ^ As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 

of any additional fee. 

3. Q As only some of the required additional search fees were timely paid by the applicant, this international search report covers 

only those claims for which fees were paid, specifically claims Nos.: 



4. Q No required additional search fees were timely paid by the applicant. Consequently, this international 
search report is restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



Remark on Protest Q The additional search fees were accompanied by the applicant's protest. 

| | No protest accompanied the payment of additional search fees. 
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